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510(k) Summary

In accordance wit 21 CFR 807.92 the following summary of information is provided:

Date August 1, 2011

Submitter: GE Healthcare [GE Healthcare Austria GmbH & Co OG]
Tiefenbach 15
Zipf, Austria 4871

Primar Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(414)721-4214
F:(414)918-8275

Secondary Contact Person: Roland Kuntscher
Regulatory Affairs Specialist
GE Healthcare Austria GmbH & Co OG
T:(++43)7682-3800-660

F:(++43)7682 3800-47

Device: Trade Name: Voluson E6/ESIESExpert/IlO Diagnostic Ultrasound System

CommonlUsual Name: Voluson E6/E8/ESExpert/I 1

Classification Names: Class HI

Product Code: Ultrasonic Pulsed Doppler Imaging System. 21CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 2lICFR 892.1560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): K101236 Voluson E6IE8IESExpert Diagnostic Ultrasound
System

K1 1149 Vivid E9 Diagnostic Ultrasound System

Device Description: The Voluson E6/E8/E8Expert/E 10 system is a full-featured Track
3 ultrasound system, primarily for general radiology use and
specialized for OB/GYN with particular features for realtime
3D/4D acquisition. It consists of a mobile console with keyboard
control panel; color LCD/TFT touch panel, color video display
and optional image storage and printing devices. It provides high
performance ultrasound imaging. and analysis and has
comprehensive networking and DICOM capability. It utilizes a
variety of linear, curved linear, matrix phased array transducers
including mechanical and electronic scanning transducers, which
provide highly accurate realtime three dimensional imaging
supporting all standard acquisition modes.

Intended Use: The device is a general purpose ultrasound system. Specific
clinical applications remain the same as previously cleared:
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5 10(k) Premarket Notification Submission

Fetal!OB; Abdominal (including GYN, pelvic and infertility
monitoring/follicle development); Pediatric; Small Organ (breast,
testes, thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult
and pediatric); Musculo-skeletal Conventional and Superficial;
Peripheral Vascular; Transvaginal; Transrectal; and
Intraoperative (abdominal, PV and neurological).

Technology: The Voluson E6/E8/ESExpertIEl10 employs the same
fundamental scientific technology as its predicate devices.

Determination of Surmm of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform with applicable medical device
safety standards. The Voluson E6/E8/E8Expert/E1O and its
applications comply wit voluntary standards as detailed in
Section 9, 11 and 17 of this premarket submission. The following
quality assurance measures were applied to the development of
the system:

* Risk Analysis
0 Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
* Integration testing (System verification)
* Final Acceptance Testing (Validation)
a Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Voluson E6IESIE8/
Expert/IlO, did not require clinical studies to support substantial
equivalence.

Conclusion: GE Healthcare considers the Voluson E6IESIES ExpertIElO0 to be
as safe, as effective, and performance is substantially equivalent
to the predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Mr. Bryan Behn
Regulatory Affairs Manager 2?- 11
GE Healthcare
9900 WV Innovation Drive
WAUWATOSA WI 53226

Re: K112213
Trade/Device Namue: Voluson E76/ES/EFxpert/EIO Diagnostic Ultrasound System
Regulation Numbher: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYIN. IYG. and ITX
Dated: August 1, 2011

*Received: August 2, 2011

Dear Mr. Behin:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and \Ve have determined the device is substantially equivalent.(for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of tile Act.. The general controls provisions of the Act include
requirements for annual registration, l isting of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination Of Substantial equivalence applies to the following transducers intended for
use with the Voluson E6/EX/E8Expert/E 10 Diagnostic Ultrasound System, as described in your
premnarket notification:

Transducer Model Number

RAB2-5-D PA6-8-D 3S-D RRE5-10O-D
R AB34-8-D) SPIO-16-D P2D -Ml14L
RIC5-9-D RSP6-16-D P6D 3Sp-D

RNAS-9-D RIC6-!2-D N46C C4-8-D
RRE6-l0-D RAM3-8 I IL-D RAB6-D

AB2-7-D RSM5-14 CI-5-D eM6C
4C-D 9L-D ML-6-15-D

1C5-9-D M12LW RM6C



11F your device is classified (see above) in to either class 11 (Special ControlIs) or class Ill (PMIA),
it may be subject to Such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning Your device in the Federal Regyister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
Comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
produict radiation control provisions (Sections 531-542 of the Act);- 2 1 CFR 1000-1050.

This letter will allow you to begin marketing Your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to httn ://www. fda. gov/zAboutFDA/CentersOffices/CDRH/CDI[-10ftices/ucim 1 15809 .html for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prernarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803). please go to
lhttp://ww\wxN.fda.gov/MedicalDevices/Safety/RcportaProblem/default.htni for the CDR-1's Officee
Of Surveillance and Biomnetrics/Division of Postmiarket Surveillance.

If you have any questions regarding the content of this letter, please contact Robert Ochs, Ph.D.
at (301) 796-6661.

Sincerely Yours,

57 &
Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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5 10(k) Premarket Notification Submission

51O0(k) Number (if known): <223

Device Name: Voluson E6IESIESExpert/IlO Diagnostic Ultrasound System

Indications for Use:

The device is a general purpose ultrasound system. Specific clinical applications remain
the same as previously cleared: Fetab1OB; Abdominal (including GYN, pelvic and
infertility monitoring/follicle development); Pediatric; Small Organ (breast, testes,
thyroid etc.); Neonatal and Adult Cephalic; Cardiac (adult and pediatric); Musculo-
skeletal Conventional and Superficial; Peripheral Vascular; Transvaginal; Transrectal;
and Intraoperative (abdominal, PV and neurological).

Prescription Use-x__ AND/OR Over-The-Counter UseNA_
(Part 21 CFR 80 1 Subpart D) (Part 21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division Sign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and
Safety

510(k) Number I+I I 17-13
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Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the Voluson E6/ESIE8ExpertIElO0 system and for
all of its probe/mode combinations. Combinations identified by "N" are new while "P"
represents those previously cleared with the unmodified Voluson E6/E8IESExpert. In a
similar manner, "E" represents combinations added to the unmodified Voluson
P6/ES/ESExpert via Guidance Appendix E. This modification did not alter the
previously cleared system level indications or clinical applications.

(visi Sign-Of

Division of Radiological Devices
Office oflin Vitro Diagnostic Device Evaluation and safety

SiCK~ zA z IZi s
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E6IEB/ESxoertIElO0 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Cpenition ___

Clinical Application M W CW Colo? color M Power ombined Harmonic Coded Other

Anatomy/Region ofIterest Doppler Doppler Dopple Dplr oper Modes haging Pulse [Notes]

Ophthalmic

Fetal /Obstetrics 71  P P P P P P P P P P [ 5,6,91

Abdominal1 1  P P P P P P P P P P [ 5,6,9]

Pediatric P P P P P P P P P P [(5.6,9]

Small OrganIZI P P P P I P P P P P P [ 5.6,9]

Neonatal Cephalic P P P P P P P P P P [5]1

Adult Cephalic P P P P P P P P P P

Cardiact1l P P P P P P P P P P [5]1

Peripheral Vascular P P P P P P P P P P [ 5,6,9]

Musculo-skeletal Conventional P P P P P P P P P [5,6,9]

Musculo-skeletal Superficial P P P P P P P P P [5,6,9]

Other

Exam Type, Means ofAccess

Transe sop hageal

Transirectall'l P P P P P P P P P [5.6,9]

Tranavaginal P P P P P P P P P [5,6,9]

Transuretheral

Intraoiperative P P P P P p p p P

fintraoperalive Neurological P P P P P P P P P

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E = added under Appendix E
Notes: [1] Abdominal includes renal, GYN/Pelvic.

[2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[3] Cardiac is Adult and Pediatric.
[5] 3D/4D Imaging Mode.
[6] Includes imaging of guidance of biopsy (2D/30140).
[M Includes infertility monitoring of follicle development.
[8] Includes urology/prostate.
[9] Elastography imaging- Elasticity
[I Combined modes are B/M, B/Color M, B/PWD or CWD, B/ColorIPWD or OWD, B/Power/PWD.
[j 40 color Doppler

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office Of tn Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801109)( q*5glO

DMSi" of Zadko giC Dicts
office of in Vitro Diagnostic DeviceEvaluatioln and Safety

1551KYp7C
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5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIEBExpertIEIO with RA132-5-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

ClnialAplcaio B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/B egion of nterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 7 ) P P P p p p p p p [ 5,61

Abdominal1 f P P P P P p p p p [ 5,6]

Pediatric

Small organ[1 1

Neonatal Cephalic

Adult Cephalic

CardiacI')

Peripheral Vascular

Musculo-slctal Conventional P P P P P P P P P [5,6]

Musculo-skeletal Superficial ___

Other

Exam Type, Means ofAccess ___

Transesophageal

Trasrectal

Transvaginal

Transuretheral

Intraoperative

lntraoperative Neurological

Intravascular 

T 1.Lapar.oscopic
N = new indication; P = previously cleared by FDA; E - added under Appendix E ___ ________ ___

Notes: [1] Abdomnal includes renal, GYN/Pelvic
[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[7] Includes infertility monitoring of follicle development

[]Combined modes awe B/IA, B/Color M, B/PWD or CWD, B/Color/PWD or CWID, B/Power/P WD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Office of in Vtwo Diagnomstic Dovice Evaluation and Safety
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5 10(k) Premtarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExpertIElO0 with RA134-8-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

ClnialAplcaio B M Pw CW Color Color M Power Zomnbined Harmonic Coded Othe

Anatomy/Region ofIterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal!/ Obstetrics"'] p p p p p p p p P [5,61

Abdominal 11  p p p p P p p p p [ 5,6]

Pediatric p p p p p p p p p [ 5,6]

Small Organ 1

Neonatal Cephalic ___

Adult Cephalic

Cardiac
31

Peripheral Vascular

Musculo-skeletal Conventional p p p p p p p p p [5,61

Musculo-skeletal Superficial

Other

Exam Type, Means ofAceess

Transesophageal

Transrcctal

Tranvaginal

Transuretheral

Intraoperative

Intraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E added under Appendix E

Notes: [1] Abdominal includes renal, GYN/Pelvic, Urology

15) 3D14D Imaging Mode
[61 Includes imaging of guidance of biopsy (3D14D)
[7] Includes infertility monitoring of follicle development

11Combined modecs are R/M, B/Color M, B/PWD or CIWD, B/Color/PWD or CWVD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Dihion Sign-Off)
DMvso Radiological Devices

Office of In Vltro Diagnost Device Evaluation and Satetv

SlOIC Ax~p 2i
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Diagnostic Ultrasound Indications for Use Form

GE Voluson EIE8IE8ExoertIElO with RIC5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Oeration ___

Clinical Application B M CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region ofIterest 1 M Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal/IObstetrics' p7 p p p p p p P p P [5,6,9]

Abdominal 11

Pediatric

Small Organ
21

Neonatal Cephalic

Adult Cephalic ____

Cardiac 
31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal superficial ___

Other

Exam Type, Means a/Access

Trarsesophageal

Transrectall"3  p p p p p p p p p [ 5,6,9]

Transvaginal p p p p p p p p p [ 5,6,9]

Transuretheral

Intra operative

Intraoperative Neurological _____

Intravascular

Lap arosopic

N = new indication; P = previously cleard by FDA; E - added under Appendix E

Noews: [5] 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[7] Includes infertility monitoring of follicle development

[8] Includes urology/prostate
[9] Elastography Imaging- Elasticity

[]Combined modes are B/M, B/Color M, B/P WI) or CWD, B/olrP I or CWD, BlPower/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANJOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Office of in Vitro Diagnoic DevIce Evaluadon and safety

18
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIE8Ex~ertIEIO with RNA5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical Application B M CW Color Color M Power orabined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Dopple] ope ope Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 1  P P P P P P P P P P [ 5,6]

AbdoninalH) P P P P P P P P P P [ 5,6]

Pediatric P P P P P P P P P P [ 5,6]

Small Organ[21 P P p P P p P P P p [5,6]

Neonatal Cephalic P P P p P P P P? P P [ 5]

Adult Cephalic

Cardiac 31  P P P P P P P P P P [ 5]

Peripheral Vascular P P P P P? P P P P P [ 5,6]

Museulo-skeletal Conventional P P P P P P P P P P? [ 5,6]

Musculo-skeletal Superficial _______

Other

Exam Type, Means ofAccess

Transesophageal

Transrectall"I

Transvaginal

Transuretheral

Intraoperative

lntraoperative Neurological _ __

Intravascular

Laparoscopic

N =new indication; P = previously cleared by FDA; E added under Appendix E

Notes: [I] Abdominal is Neonatal and pediatric

[21 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[3] Cardiac is Neonatal and Pediatric.

[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[Combined modes are BIM, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, BIPowerIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MNOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OLYD)

Prescription User (Per 21 CFR 801.109 ) ,
QDiion Sign-Ott

Orvsision Radiological Devices
Office of In Vftro Diagnostic Device Evaluation and Safety

510K2I
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE81IBExoertIElO with RRE6-1O-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Cliicl ppicaio B M W CW Color Color M Power Combined Harmonic Coded Othe

Anatomy/B egion cIterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
7l

Abdominall'l

Pediatric

Small Organ[2
1

Neonatal Cephalic ___

Adult Cephalic ___

Cardiacl
3l

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ___

Other

Exam Type, Means ofAccess

Trarnsesophageal

Transrectal t 'l p p p p p p p p p [ 5,6]

Tranavaginal P P p p p p p p p [ 5,61

Transuretheral

Intraoperative

Introperative Neurological ___

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA, E =added under Appendix E

Notes: [5] 3D/41 Imaging Mode

[61 Includes imaging of guidance of biopsy (3D14D)
[8] Includes urology/prostate

1]Combined modes are HIM, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MNOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Divison of Radiological Devices
office aif In Vito OiqgrmbC Device Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExpertIEIO with A132-7-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnialAplcaio B M PW CW Color Color M Power omnbined Harmonic Coded Other

Anatomy/A egion of nterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics71  p p p p p p p p p [6]

Abdominal... p p p p p p p P p [6]

Pediatric p p p p p p p p p [6]

Small Organ [
2

)

Neonatal Cephalic ___

Adult Cephalic

Cardiact131

Peripheral Vascular

Musculo-skeletal Conventional p p p p p p p p p [6]

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Trnsesophageal

Transrectal

Trarsvaginal

Transuretheral

Intraoperative

Intraoperative Neurological ___

Intravascular

.Laparoscopi #
N - new indication; P = previously cleared by FDA; E = added under Appendix E
Notes: [I I Abdominal includes renal, GYN/Pelvie, Urology

[6] Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development

[*I Combined modes are BIM, B/Color M, B/PW;D or CWrD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Office of In vrlro Diagnostic Device Evaluation and Safety

510K V, LL\1?
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Diagnostic Ultrasound Indications for Use Form
GE Voluson E6IE8IEExpertIElO with 4C-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical Application M m PW CW Color Color M Power Combined Harmonic Coded Other

Anatoxmy/egion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 7t P P P P P P p P P p [6]

Abdominal 1 1  P P P P P P P P P P 161

Pediatric

Small Organ1 I I

Neonatal Cephalic ___

Adult Cephalic ___

Cardiacr t

Peripheral Vascular P P P P P P P P P [6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraciperative

lntroperative Neurological

Intravascular

.Laparos cop i

N = new indication; P = previously cleared by FDA; E =added under Appendix £

Notes: [ 1] Abdominal includes renal, GYN/Pelvie, Urology

[6] Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development

[]Combined modes are B31M, B/Color M, B/PWD or CWID, B/Color/PWD or CWID, BlPower/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIYD)

Prescription User (Per 21 CFR 801109)

(Di son Sign-Oft)
Diiin VRadiological Devices

Office of In Vitro Dagnostic Device Evaluation and Safety

51OK Y -
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8Expert/IlO with 1C5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mod of Opration ___ ___ ___

Cliicl ppicaio B M CW Color Color M Power Combined Harmionic Coded Othe

Anatomv/lRegzon ofl Ierest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obsterics 71  P P Is p p p p p p r 6.9]
Abdominal[']

Pediatric

Small Organ 21  
11 1

Neonatal Cephalic

Adult Cephadic

Cardiacl'l

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transtectalo p p p p p p p p p [6,9]

Transvaginal P ps p ps p p p p p [6,9]

Trairsuretheral

Intraopierative

lntraopserative Neurological

Intravascular

Laparoscopic

N - new indication; P - previously cleared by FDA; E = added under Appendix E
Notes: [61 Includes imaging of guidance of biopsy (2D)

[7] Includes infertility monitoring of follicle development

[8] Includes urology/prostate
[91 Elastography, Imaging- Elasticity

1]Combined modes arc B/M, B/Color M, B/PWD or CWID, B/Color/PWD or CWD, BiPower/PWD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Di ion Sign-OfM
Divsion ofd~adiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertJElO with PA6-8-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

ClnialApliatonB W CW Color Color M Power :ombined Harmonic Coded Other

Anatomy/Region ofIterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetel / Obstetrics'[7
Abdomnal1 1  p p p p p p p p p P

Pediatric p p p p p p p p p P

Small Organ
2

J

Neonatal Cephalic p p p p p P P P P p

Adult Cephalic

Cardiac [3' p p p p p p p p P p

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other"' 1

Exam Type, Means ofAccess

Transesophageal

TrasrectaIl"

Tranevaginal

Transuretheral

lntroperative

Intraoperative Neurological _ _

Intravascular

Laparoscopic

N - new indication; P = previously cleared by FDA; E added under Appendix E ___-________ ___

Notes: [1] Abdominal is Neonatal, ,pediatric and obstetrics

[3] Cardiac is Adult and Pediatric.
[1Combined modes are B/M, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/PowerIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MNOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109)

(Divisi SignOf)

Office of In VitrO 01agnoszc Device Evaluation and safety

510K LkI11
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertIElO with SP10-16-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ____ ___

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

AnatomyIRegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[
7

1

Abdomnal3 ]

Pediatric P P P P P P P P P [61

Small Organt'J P P P P P P P P P

Neonatal Cephalic

Adult Cephalic

Cardiac1
3
1

Peripheral vascular P P P P P P P P P [61

Museulo-skeletal Conventional

Musculo-skeletal Superficial P P P P P P P P P [6]

Other

Exam Ty~pe, Means ofAccess

Transesophageal

Tramsrectall1 1

Transvaginal

Transuretberal

Intratoperative

Inutaoperative Neurological

Intravascular

Laparoscopic

N - new indication; P - previously cleared by FDA; E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[6] Includes imaging of guidance of biopsy (2D)

[Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, BfPower/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON M4OTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CER 801.109)

(Di on Sign-Off)
Divsion of ological Devices

Office of In Vtro Diagnostic Devme Evaluation and Safety

D\1z-2
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GE Hlthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson E6IEBIE8ExoertIElO with RSP6-16-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M Pw CW Color Color M Power -ombined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[
7]

Abdominal 81

Pediatric P P P P P Is p p p 5,61

Small Organt '1  P P P P P P P P p [ 5,61

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular P P P P P p p p p [ 5,6]

Musculo-skeletal Conventional P P P P P P p p p 15,6]

Musculo-skeletal Superficial P P Ps P P P P P P 1 5,6]

Other

Exam Type, Means ofAccess

Transesophageal

Trasrecta 1181

Transvaginal

Transuretheral

Intraoiperalive P P P P P P P P P

hItraoiperative Neurologial P P Ip I P P P P P

Intravascular

Laparoscopic

N new indication; P -previously cleared by FDA; E - added under Appendix F
Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[]Combined modes are BI'M, BIColor M, BIPWID or CWD, BIColorIPWVD or CWD, B/PowerIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(D on Sign-O$f
Ditvision o Rladio~ogcal Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

610K P 21
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IESExnertIElO with RIC6-12-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical ApiainB M CW Color Color M Power -ordbined Harmonic Coded Other

Anatoiny/Region of Iterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

FetallIObstetrics [1  p p p P P P P P P [5,6]

Abdominal 1 )

Pediatric

Small Organ[2t

Neonatal Cephalic ____

Adult Cephalic ___

Cardiacl31

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Trans esoph ageal

Tramsreccudn] p p p p p p p p p [ 5,6]

Transvaginal p p p p p p p p p [ 5,6]

Transuretheral

lntraofierative

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P - previously cleared by PDA; E added under Appendix E

Notes: [5] 3D14D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D14D)

[7] Includes infertility monitoring of follicle development

[81 Includes urology/prostate
[]Combined modes are B/M, B/Color M, B/PWTD or CWD11, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDRH Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Di 'on Sign-Oft)
Drvisicn diologtca Devices

Office of In Vitro Diagnostic Device Evaluation and Saf ety'

51OK ) i L
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6SIE8IEBExoertJElO) with RAM3-8 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B - M Pw CW Color Color M Power Zombined Harmonic Coded Other

Anatomy/Region ofIterest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal/ Obsttrics1 p7 p p p p p P p P [ 5,6]

Abdoninal t'] P p p p p p p p p [ 5,61

Pediatric P p p p p p p p p [5,6]

Small Organ [21

Neonatal Cephalic ___

Adult Cephalic

Cardiac 31

Peripheral vascular

Musculo-skeletal Conventional p p p p p p p p p [5,6]

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Trammsetal

Trunsvaginal

Transuretheral

Intraoperative

Intraoperative Neurological ___

Intravascular

Laparoscopic
N - new indication; P = previously cleared by FDA; E =added under Appendix E -________-____ ______

Notes: [1] Abdominal includes renal, GYN/Pelvic, Urology

[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[71 Includes infertility monitoring of follicle development
[]Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/PowerIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Division groit)
Division ofRad loicalDewces

O 1ffice of In Vntro Diagnostic Device Evaluation and Satet\

510K I-21 ,2



SGE Hatcr
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertJElO0 with RSMS-14 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M PW CW Color Color M Power orubine Harmonic Coded Other

Anatomy/Region of lnterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricst'i

Abdomialtli

Pediatric p p p p p p p p P p [ 5,6]

Small Organ") p p p p p p p P P [ 5,6]

Neonatal Cephalic

Adult Cephalic

Cardiaci t

Peripheral vascular p p p p p p p p p [ 5,6]

Musculo-skeletal Conventional p p p p p p p p p [ 5,6]

Musculo-skeletal Superficial p p p p p p p p p [ 5,6]

Other

Exam Type, Means ofAccess

Transesophageal

Trasrectnl

Transvaginal

Transuretheral

lntraoiperative

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E - added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[5]3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)
[*1 Combined modes are B/M, B/Color M, BIPWD or CWD, B/ColorIPWD or CWD, B/PowerIPWD.

(PLEASE DO NOT WR[TE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFRBO01.109)

~,ion Sign-Off)

Division fI RadiolOgical Devices
office of In Vitro Diagnostic Oevfe Evaluation and Salary

510K -AZ\I72(
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(11111111)caGE
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson EEI ExyertIElO with SL-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

ClnialAplcaio B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of nterest 7M Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetricst[71

Abdominal[']

Pediatric p p p p p p p p P p [61

SmallIOrganl' p p p P P P P P p p [6]

Neonatal Cephalic

Adult Cephalic

Cardiac 
31

Peripheral Vascular p p p p p p p p p p [6]

Musculo-skeletal Conventional p p p p p p p p p p [61

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Tranisesophageal

Transrectal

Transvaginal

Trarnsuretheral

Intraoperative

Intraoperative Neurological ___

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[6] Includes imaging of guidance of biopsy (2D)
[JCombined modes are BIM, B/Color M, B/PWD or CAM, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

ti in Siqn-OlM

Divion o Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

51IK V
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Volusan EG/E8IE8ExoertIElO0 with MI2LW Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mod of Operation ___________

Clinical Application B M CW Color Color M Power Combined Harmonic Coded Ote

Anatomy/A egion of Interest floppier Doppler Doppler Doppler Doppler Modes Imaging Ple [Notes)

Ophthalmic

Fetal / Obstetrics 
71

Abdominal"'1

Pediatric P P P P P P P P P [61

Small Orgarl'] P P P P P P P P P [ 6]

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular P P P P P P P P P [6]

Musculo-skeletal Conventional P P P P P P P P P [61

Musculo-skeletal Superficial P P P P P P P P P [6]

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvagiral

Transuretheral

hItraoperative

lntraoperative Neurological

Intravascular

Lap arose op ic

N = new indication; P = previously cleared by FDA; E =added under Appendix E -________-____ ___-___

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[6] Includes imaging of guidance of biopsy (2D)

[Combined modes are D/M, B/Color M, B/PW or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

(Di ion Sign-Offt
Divsjon Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K-

31



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8fEBExoertJElO with 3S-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ____

ClinicalCoe Otr
Application B M PW CW Color Color Power Combined Harnoni Cdd te

Doppler oppler opplei M Doppler Modes* Imaging Pulse [Notes)

Anatomy/Region Dopplei
of Intivest

Ophthalmic

Fetal / p p p P P P P P P P

Abdominalln p p p p p P P P P

Pediatric p p p p P P P P P P

Small Organl ________

Neonatal

Adult Cephalic P P p p p p p p p p

Cardiac[3 1 p p p p p p p p p P

Peripheral

Musculo-skeletal

Musculo-skeletal

Other

Exam Type _____

Transesophageal _____________

Transrectal

Trnavaginal _

Transuretheral

lntraoperative

Intraoperative

Intravascular

N = new indication; P =previously cleared by FDA; E =added under Appendix E

Notes: [1] Abdominal includes renal, GYN/Pelvic

[3] Cardiac is adult and Pediatric

[7] Includes infertility monitoring of follicle development

[]Combined modes are BIM, BfColor M, B/PWrD or CWD, B/Color/PWD or CWD, BfPower/PW D.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 80O

Division otiadological Devices
Office of in Vitro Doagnstic Device Evaluation and Safety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertIElO0 with 132D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clinical Application B M PW CW Color color M Power omnbined Harmonic Coded Other

Anatomy/Region ofIn terest Doppler Doppler Doppler Doppler Doppler rModes fomaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics[
7

1

Abdorinal 1

Pediatric

Small Organ 23

Neonatal Cephalic

Adult Cephalic P

Cardiac 3] P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transcsophageal

Transrectad

Transvaginal

Transuretheral

tntraoperative

tntraopcrative Neurologicail

Intravascular

Laparoseopie

N - new indication; P = previously cleared by FDA; E added under Appendix E
Notes: [3] Cardiac is adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON MOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

PD/$on Stgn-ofh
Diion Radiologica; Devtces

Offic of In VItrO Diagn'Ostic Device Evaluation and Saftr

510K<
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertIElO with P6D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaion ________

Clinical Application B M PW CW Color Color M Power -ombined Harmonic Coded Othe

Anatomy/B egion ofners Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 7

Abdominal...

Pediatric

Small Organ [2'

Neonatal Cephalic

Adult Cephalic

Cardiac[ 3t

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transvagi no

Transuretheral

lntroperative

lntraoperative Neurological ___

Intravascular

Lapaoscopic

N - new indication; P -previously cleared by FDA; E - added under Appendix E

Notes: [3] Cardiac is adult and Pediatric

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Tsion Sign-Oft
DiiinI RadiologIecai Devces

office of In Vitro Diagnostic Device Evaluation and Safety

510K i7uz'
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExoertIElO with MSC Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaion ________

Clinical Application B M CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region ofIterest Doppler Doppler Doppler Doppler Doppler rModes Imaging Pulse [Notes)

Ophthalmic

Fecall/Obstetrics (7 P P P P P P P P P P [61

Abdominal"'1  P P P P P P P P P P [61

Pediatric P P P P P P P P P P [6]

Small Organ
3 1

Neonatal Cephalic

Adult Cephalic

Cardiac 
3

]

Peripheral vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transreetal

Transvaginal

Transuretheral

Intratoperative

Intraoperative Neurological ___

Intravascular

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes: [ 1] Abdominal includes renal, GYN/Pelvic, Urology
[6] Includes imaging of guidance of biopsy (2D)
[7] Includes infertility monitoring of follicle development

[1Combined modes are BRA, B/Color M, B/PWvD or CWD, B/Color/PWD or C WD, H/Power/PWD.

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON MOfTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CIFR 801.109)

Division offlad~ioogic Dev~ces
Office of In Vtio Diagnostic Device Evaluation and Safety
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IEBIEBExoertIElO with IIL-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M PW CW Color Color M Power obitted Harmonic Coded Othe

Anatomty/Region of IneetDoppler Doppler Doppler Doppler Doppler Mo.des Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 17

Abdominall"]

Pediatric p p p p p p p p P [6,9]

Small Organ 21  p p P P p p p p P [6,91

Neonatal Cephalic

Adult Cephalic

Cardiac
1

Peripheral vascular p p p p p p p p I' [6,9]

Muscuio-skeletal Conventional p p p p p p p p P [6,9]

Musculo-skeletal Superficial p p p p p p p p p [6,9]

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[6] Includes imaging of guidance of biopsy (2D)

[9] Elastography Imaging- Elasticity

[3Combined modes are B/M, B/Color M, BIPWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

D v n Si g Of ja1
Ofie of In Whto Diagn~ostic Devce Evaluation and Safety

510K-I

36



'5GE Hatcr
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8ExpertIElO with CI-5-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M PW CW Color Color M Power ombinc Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler dt Imaging Pulse [Notes)
Modes'

Ophthalmic

Feta / Obstetrics 71  P P P P P P P P P P [61

Abdominal['] P P P P P P P P P P [6]

Pediatric

Small Organ [
21

Neonatal Cephalic

Adult Cephalic

Cardiac 
131

Peripheral Vascular P P P P P P P P P P [6]

Musculo-slceletal Conventional

Musculo-scelelal Superficial

Other

Exam Type Means ofAccess

Transesophageal

Transrectal

Trainsvaginal

Transuretheral

Intraoperative ____

Intraopierative Neurological ___

Intravascular

Laparoscopic

N -new indication; P - previously cleared by FDA; E =added under Appendix E
Notes: [I I Abdominal includes renal, GYN/Pelvic, Urology

[6] Includes imaging of guidance of biopsy (2D)

[7] Includes infertility monitoring of follicle development

[]Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/P WD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Pres=2*er 2 ,1 i IA5
(Division tRdign-l evc

ofic of In Vito Diagnostic Device Evaluation and Satety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8Ex~ertIEIO with ML6-15-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ____ ___

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics (
7
1

Abdominal'"

Pediatric P P p p p p p p p [6,91

Small Organ 2 ) P P p 4p P P P p p [6,9]

Neonatal Cephalic

Adult Cephalic ___

Cardiac 
31

Peripheral Vascular P P p p p p p p p [6.9]

Musculo-slceletal Conventional p p p p p p p p p [ 6,9]

Musculo-skeletal Superficial P p p p p p p p p [ 6,9]

Other

Exam Type. Means ofAccess

Transesophageal

Trensrectal

Transvaginal

Transuretherad

Intraoperative

lntraoperative Neurological

Intravascular

Lparoscopic

N = new indication: P = previously cleared by FDA; E =added under Appendix E

Notes: [2] Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients
[6] Includes imaging of guidance of biopsy (2D)

[9] Elastography Imaging-Elasticity
[]Combined modes are BIM, B/Color M, B/PWrD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIYD)

Prescription User (Per 21 CFR 8O1.109)

(04olo n&gn-Off)
D~sion oa aiological Devices

ofie of in Vitro Diagnostic Device Evaluation and Safety

510K 12WZI
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(9GE Hatcr
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8I8ExoertIElO0 with RM6C Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M Pw CW Color Color M Power -ombined Harmonic Coded Other

Anatomy/Region aIterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Feral /Obstemeis1 ' p p p p p p p p p [ 5,6]

Abdominal t1  p p p p p p p p p [ 5,6]

Pediatric p p p p p p p p P [ 5,6]

Small Organ2l

Neonatal Cephalic

Adult Cephalic

Cardiac 
3)

Peripheral Vascular

Musculo-skeletal Conventional p p p p p p p p p [5,6]

Musculo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Transuretheral

Intraoperative

Intraoperative Neurological

Intravascular

.Laparoscopic
N -new indication; P = previously cleared by FDA; E added under Appendix E

Notes: II Abdominal includes renal, GTh/Pelvic, Urology
[51 3D/4D Imaging Mode
[61 Includes imaging of guidance of biopsy (3D/4D)

[7] Includes infertility monitoring of follicle development
[JCombined modes are B/M, B/Color M. B/PWD or CWD, B/ColorIPWD or CWD, B/Power/P WD.

(PLEASE DO NOT WRITE BE10W THIS LINE - CONTINUE ON AN'OTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Divsioinof fdiologikal Devices
Offic dfIn V1tfo Diagnsi Device Evaluation and Salety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6E8IEBExoertIElO with RRES-1 O-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________ ___ ____

B M CW Color Color M Power ombined Harmonic Coded other

Anatomy/Region cIterest DplrDplr oper oper operModes Imaging Pulse [Notes)

Ophthalmic

Fetal I Obstetrics [
1

Abdominal"'I

Pediatric

Small Organ"[
1

Neonatal Cephalic

Adult Cephalic ___

Cardiac"
1
3

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectalls p p p p p p p p p [5,6,91

Tramsvaginal P P p p p p p p p (5.6,9]

Transuretheral

lntroperative

lntraoperative Neurological_ _____

Intravascular

Laparoscopic

N - new indication; P - previously cleared by FDA; E - added under Appendix E

Notes: [5] 3D14D Imaging Mode

[6] Includes imaging of guidance of biopsy (3D14D)

[8] Includes urology/prostate

[9] Elastography Imaging- Elasticity

[Combined modes are B/M, B/Color M, B/PWFD or CWD, B/Color/PW;D or C", B/ocrPD

(PLEASE DO NOT WRIT BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prscipo~er(Per 21 CFR 8O> 9

(Dy ii 9 SinOft)

Ofie of in Vitro Diagnostic Device Evaluation and Safety

51 OK Y\1-12)
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GE HealIthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson EIE8IEExpertfiEIO with RM14L Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operaion ________

Cliicl ppicaio B M W CW Color Color M Power -ombined Harmonici Coded Other

Anatomy/Region ofIterest - F Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetics[71

Abdominalt11

Pediatric p p P P P P p p p 15,6]

SmnallOrgan'21 p p P P P P P P P [51,61

Neonatal Cephalic

Adult Cephalic

Cardiac 
33

Peripheral Vascular p p p P P P P P P 15,6]

Musculo-skeletal Conventional p p P P P P P P P [ 5,6]

Musculo-skeletal Superficial p p p p p P p p p [ 5,6]

Other

Exam Type, Means of A cess

Transesophageal

Transreetal

Transivaginal

Transuretheral

Intra operative

lntraoporative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; EB added under Appendix E
Notes: [21 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)
[-] Combined Taodes are HIM, B/Color M, H/PWD or CWVD, B/ColorIPWD or CWVD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OLVO)

Prescription User (Per 21 CFR 801.109)

Office of In Vitro Diagnostevice19 E1ai n and att
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GE HealIthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IEExpertIEIO with 3So-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M CW Color Color M Power :ombined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics 171  P P P P p P P P P P

Abdominal('] P p p p p p p p p p

Pediatric p p p p p p p p p p

Small Organ' 1

Neonatal Cephalic

Adult Cephalic P p p p p p P P P P

Cardiacm13 P P P P P P p p p p

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial _______

Other

Exam Type, Means ofAccess

Transesophageal

Tranarectal

Tranvaginal

Transuretheral

Intruoperattive

lntoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E
Notes: [I11 Abdominal includes renal, GYN/Pelvic

[3] Cardiac is adult and Pediatric

[7) Includes infertility monitoring of follicle development

[3Combined modes are B/M, B/Color M, B/PWVD or CW~D, B/ColorIPWD or CWD, B/PowerlPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Office of in Vitro Diagnostic Devi-e Evauatin and Salet

S10K //
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6/E8IEExpertIEIO with C4-8-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

ClnialAplcaio B M PW CW Color Color M Power Combined Harmonic Coded O ther

Anatomy/Region of Iterest - F Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes).

Ophthalmic

Fetal / Obstetrics
71  p? p p p p P P P P [6]

Abdominal['] p p p? p p p P P [ 6]

Pediatric p? p I? p p p p p 16

Small Organ 
21

Neonatal Cephalic

Adult Cephalic

Cardiac
31

Peripheral Vascular p p p P p p p p p [6]

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam 7)'pe, Means ofAccess

Transesophageal

Transrectal

Transvaginal

Trainsuretheral

lntraoperative

Intraoiperarive Neurological

Intravasculiar

.Laparoscopic:
N = new indication; P = previously cleared by FDA; E added under Appendix E ___ ___ ___ -____ ___-___

Notes: [ 1] Abdominal includes renal, GYN/Pelvic, Urology
[6] Includes imaging of guidance of biopsy (213)
[7] Includes infertility monitoring of follicle development

[Combined modes are BIM, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/PowerlPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Division of Radiologica Devices
Off"c of in Vitro Diagnostic Device Evaluation md- Selety
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Volusan E6IE8IE8ExnertIElO0 with RA136-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ________

Clnia Aplctin CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region of nerest Dopple Dope ope ope ope oes' Inaging Pulse [Notes)

Ophthalmic

Peril /Obstetis 7
1 E E E E E E E E E [ 5,6]

Abdominal 1 1  E E E E E E E E E [5.6]

Pediatric E E E E E E E E E [5,6]

Small Organ1
2]

Neonatal Cephalic

Adult Cephalic ____

Cardiaci
t

Peripheral Vascular

Musculo-skeletal Conventional E E E E E E E E E 15,6]

Museulo-skeletal Superficial

Other

Exam Type, Means ofAccess

Transesophageal

Trarearectal

Transvaginal

Transurtheral

btraoperative

lntraoperatfive Neurological

Intravascular

Laparoseopie,

N = new indication; P = previously cleared by FDA; E added under Appendix E

Notes: [1] Abdominal includes renal, GYN/Pelvic, Urology
[5] 3D/4D Imaging Mode

[6] Includes imaging of guidance of biopsy (3D/4D)

[7] Includes infertility monitoring of follicle development
[]Combined modes are B/M, B/Color M, B/PWI) or CWID, B/ColorIPWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescniption User (Per 21 CFR 801.109)

tsion Sign-Oft)
Diiin Radcltogca Devices

Jifice af In Vitro Diagnostic Device Evaluation and Safery

51K)112713
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson E6IE8IE8xpertIElO with eMBC Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___

Clinical Application B M PW CW Color' Color M Power Combined Harmonic Coded Other

Anatomnyliegion of nterest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetal!/ Obstetrics [7 N N N N N N N N N [ 5,6]

Abdomial1  N N N N N N N N N [ 5,6]

Pediatric N N N N N N N N N [ 5,6]

Small Organ
21

Neonatal Cephalic

Adult Cephalic

Cardiac 
3

1

Peripheral Vascular

Musculo-skeletal Conventional N N N N N N N N N [5,6]

Musculo-skeletal Superficial ___

Other

Exam Type, Means ofAccess

Transesoiphageal

Transrectal

Transvaginal ___

Transuretherail

Intraoperative

lntraoperative Neurological _ _

Intnavascular

Laparoscopic
N - new indication; P -previously cleared by FDA; E =added under Appendix E

Notes: [I1I Abdominail includes renal, GYN/Pelvic, Urology

[5] 3D/4D Imaging Mode
[6] Includes imaging of guidance of biopsy (3D/4D)

[7] Includes infertility monitoring of follicle development

[Combined modes are H/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

[4D color Doppler

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801. 109)

(Dri on Sign-Otff
Division %Radiologece Devices

Office of In Vitro Diagnostic Device Evaluation and Sae"y

510K810/
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